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Detailed Action 

This application is a continuation of application 09/640530, filed August 17, 2000, 
now US patent 6803457, which claims priority to provisional application 60/156828, filed 
September 30, 1999. Claims 1-39 and 49-101 are pending in this application and 
subject to restriction herein. Applicant's preliminary amendment submitted April 1 1 , 
2004 is acknowledged wherein claims 40-48 are cancelled. 

Election/Restrictions 

Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-29, 80, 81, and 101, drawn to an amino-nucleoside of formula I, 
classified in class 536, subclass 27.21 or 27.3, for example. 

II. Claims 30-32, drawn to aminoribose sugars of formulas C-CII, classified in 
class 536, subclass 1.11 or 4.1 , for example. 

III. Claims 33-40, drawn to a purine derivative of formula CIII-CIV, classified 
in class 544, subclass 264 or class 548, subclass 247, for example. 

IV. Claims 49-56, drawn to a method of making a compound of formula CVII, 
classified in class 536, subclass 27.21 or 27.3, for example. 

V. Claims 57-79, 84, 85, 80, 91 , 97, and 98, drawn to a method of reducing 
tissue damage, classified in class 514, subclass 45 or 46, for example. 

VI. Claims 82, 83, 86-89, 92-96, 99, and 100, drawn to a combination of a 
compound of formula I with an additional active agent, classified in class 
514, subclass 45 or 46, for example. 
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The inventions are distinct, each from the other because of the following reasons: 

Inventions I and ll-lll are related as mutually exclusive species in an 
intermediate-final product relationship. Distinctness is proven for claims in this 
relationship if the intermediate product is useful to make other than the final product, 
and the species are patentably distinct (MPEP § 806.05(j)). In the instant case, the 
intermediate product is deemed to be useful as an intermediate in the synthesis of 
pyrimidine nucleosides in the case of group II and an intermediate in the synthesis of 
non-amino nucleosides in the case of group III and the inventions are deemed 
patentably distinct because there is nothing on this record to show them to be obvious 
variants. 

Because these inventions are independent or distinct for the reasons given 
above and there would be a serious burden on the examiner if restriction is not required 
because the inventions have acquired a separate status in the art in view of their 
different classification, restriction for examination purposes as indicated is proper. 

Inventions I and IV are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1 ) the 
process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product. See MPEP § 806.05(h). In the instant case the 
compounds of formula I can be used in the therapeutic methods of group V, for 
example. 
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The search field for a composition is non-coextensive with the search field for a 
method of treating a patient employing the same composition. A reference to the 
composition herein would not necessarily be a reference to the method of treatment 
herein under 35 USC 103 because a search indicating the process or method is novel 
or unobvious would not extend to a holding that the product is novel or unobvious 
whereas a search indicating that the product is known or would have been obvious 
would not extend to a holding that the process or method is known and would have 
been obvious. Note that the search is not limited to patent files. Thus an undue burden 
on the Office is seen for the search of all inventions herein, as discussed in the 
Requirement for Restriction above. 

Because these inventions are distinct for the reasons given above and the 
search required for Group IV is not required for Group I, restriction for examination 
purposes as indicated is proper. 

Inventions I and V are related as product and process of use. The inventions can 
be shown to be distinct if either or both of the following can be shown: (1 ) the process 
for using the product as claimed can be practiced with another materially different * 
product or (2) the product as claimed can be used in a materially different process of 
using that product See MPEP § 806.05(h). In the instant case the methods of group V 
could be practiced with existing anti-ischemic drugs such as beta-blockers or 
nitroglycerin for a patient suffering from ischemia associated with coronary artery 
disease. 
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The search field for a composition is non-coextensive with the search field for a 
method of treating a patient employing the same composition. A reference to the 
composition herein would not necessarily be a reference to the method of treatment 
herein under 35 USC 103 because a search indicating the process or method is novel 
or unobvious would not extend to a holding that the product is novel or unobvious 
whereas a search indicating that the product is known or would have been obvious 
would not extend to a holding that the process or method is known and would have 
been obvious. Note that the search is not limited to patent files. Thus an undue burden 
on the Office is seen for the search of all inventions herein, as discussed in the 
Requirement for Restriction above. 

Because these inventions are distinct for the reasons given above and the 
search required for Group V is not required for Group I, restriction for examination 
purposes as indicated is proper. 

Inventions I and VI are related as combination and subcombination. Inventions 
in this relationship are distinct if it can be shown that (1) the combination as claimed 
does not require the particulars of the subcombination as claimed for patentability, and 
(2) that the subcombination has utility by itself or in other combinations (MPEP § 
806.05(c)). In the instant case, the combination as claimed does not require the 
particulars of the subcombination as claimed because the combination of group VI could 
be practiced with any combination of two or more anti-ischemic drugs. The 
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subcombination has separate utility such as a synthetic intermediate in the production of 
the product of group IV. 

Because these inventions are independent or distinct for the reasons given 
above and there would be a serious burden on the examiner if restriction is not required 
because the inventions require a different field of search (see MPEP § 808.02), 
restriction for examination purposes as indicated is proper. 

The examiner has required restriction between combination and subcombination 
inventions. Where applicant elects a subcombination, and claims thereto are 
subsequently found allowable, any claim(s) depending from or otherwise requiring all 
the limitations of the allowable subcombination will be examined for patentability in 
accordance with 37 CFR 1.104. See MPEP § 821.04(a). Applicant is advised that if 
any claim presented in a continuation or divisional application is anticipated by, or 
includes all the limitations of, a claim that is allowable in the present application, such 
claim may be subject to provisional statutory and/or nonstatutory double patenting 
rejections over the claims of the instant application. 

Inventions II and III are directed to related products. The related inventions are 
distinct if the (1 ) the inventions as claimed are either not capable of use together or can 
have a materially different design, mode of operation, function, or effect; (2) the 
inventions do not overlap in scope, i.e., are mutually exclusive; and (3) the inventions as 
claimed are not obvious variants. See MPEP § 806.05Q). In the instant case, the 
inventions as claimed are directed to compounds having no structural similarity or 
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shared biological properties. Thus the sugars of group II and the heterocycles of group 
II share no common design, mode of operation, function, or effect. Furthermore, the 
inventions as claimed do not encompass overlapping subject matter and there is 
nothing of record to show them to be obvious variants. 

Because these inventions are independent or distinct for the reasons given 
above and there would be a serious burden on the examiner if restriction is not required 
because the inventions have acquired a separate status in the art in view of their 
different classification, restriction for examination purposes as indicated is proper. 

Inventions ll-lll and IV are directed to an unrelated product and process. Product 
and process inventions are unrelated if it can be shown that the product cannot be used 
in, or made by, the process. See MPEP § 802.01 and § 806.06. In the instant case, the 
sugars of group II and heterocycles of group III are not usable as either a starting 
material, product, catalyst, or other reactant in the chemical reaction of group IV. Thus 
the groups are unrelated. 

Because these inventions are independent or distinct for the reasons given 
above and there would be a serious burden on the examiner if restriction is not required 
because the inventions have acquired a separate status in the art in view of their 
different classification, restriction for examination purposes as indicated is proper. 

Inventions ll-lll and V are directed to an unrelated product and process. Product 
and process inventions are unrelated if it can be shown that the product cannot be used 
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in, or made by, the process. See MPEP § 802.01 and § 806.06. In the instant case, the 
chemical compounds of groups ll-lll do not produce any biological effect that can be 
used to treat ischemia or other forms of tissue damage. Thus the groups are unrelated 

Because these inventions are independent or distinct for the reasons given 
above and there would be a serious burden on the examiner if restriction is not required 
because the inventions have acquired a separate status in the art in view of their 
different classification, restriction for examination purposes as indicated is proper. 

Inventions ll-lll and VI are directed to related products. The related inventions are 
distinct if the (1 ) the inventions as claimed are either not capable of use together or can 
have a materially different design, mode of operation, function, or effect; (2) the 
inventions do not overlap in scope, i.e., are mutually exclusive; and (3) the inventions as 
claimed are not obvious variants. See MPEP § 806.05(j). In the instant case, the 
inventions as claimed have a different design as the chemical substances of groups ll-lll 
are not included in the pharmaceutical compositions of group VI. Furthermore, the 
compounds of groups ll-lll are single compounds while the compositions of group VI are 
made up of at least two substances. Additionally, the inventions possess different 
modes of operation, functions, and effects, because the compounds of groups ll-lll 
cannot be used to treat the diseases treated by the compositions of group VI. 
Furthermore, the inventions as claimed do not encompass overlapping subject matter 
and there is nothing of record to show them to be obvious variants. 
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Because these inventions are independent or distinct for the reasons 
given above and there would be a serious burden on the examiner if restriction is not 
required because the inventions require a different field of search (see MPEP § 808.02), 
restriction for examination purposes as indicated is proper. 

Inventions IV and V are directed to related processes. The related inventions are 
distinct if the (1 ) the inventions as claimed are either not capable of use together or can 
have a materially different design, mode of operation, function, or effect; (2) the 
inventions do not overlap in scope, i.e., are mutually exclusive; and (3) the inventions as 
claimed are not obvious variants. See MPEP § 806.05(j). In the instant case, the 
inventions as claimed the process of group IV involves reacting an amino-nucleoside 
with an amine, while the process of group V involves administering it to a patient, thus 
resulting in a different design and mode of operation. In addition, the process of group 
IV produces the effect of synthesizing an amide, while that of group V results in the 
reduction of tissue damage. Furthermore, the inventions as claimed do not encompass 
overlapping subject matter and there is nothing of record to show them to be obvious 
variants. 

Because these inventions are independent or distinct for the reasons given 
above and there would be a serious burden on the examiner if restriction is not required 
because the inventions have acquired a separate status in the art in view of their 
different classification, restriction for examination purposes as indicated is proper. 



Application/Control Number: 10/822,41 1 Page 10 

Art Unit: 1623 

Inventions IV and VI are directed to an unrelated product and process. Product 
and process inventions are unrelated if it can be shown that the product cannot be used 
in, or made by, the process. See MPEP § 802.01 and § 806.06. In the instant case, the 
combination of two drugs of group VI is not a suitable reactant mixture for the synthetic 
method of group IV, and the process of group IV does not result in a combination of two 
drugs according to group VI. 

Because these inventions are independent or distinct for the reasons given 
above and there would be a serious burden on the examiner if restriction is not required 
because the inventions have acquired a separate status in the art in view of their 
different classification, restriction for examination purposes as indicated is proper. 

Inventions V and VI are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1 ) the 
process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product. See MPEP § 806.05(h). In the instant case the methods 
of group V could be practiced with existing anti-ischemic drugs such as beta-blockers or 
nitroglycerin for a patient suffering from ischemia associated with coronary artery 
disease. 

The search field for a composition is non-coextensive with the search field for a 
method of treating a patient employing the same composition. A reference to the 
composition herein would not necessarily be a reference to the method of treatment 
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herein under 35 USC 103 because a search indicating the process or method is novel 
or unobvious would not extend to a holding that the product is novel or unobvious 
whereas a search indicating that the product is known or would have been obvious 
would not extend to a holding that the process or method is known and would have 
been obvious. Note that the search is not limited to patent files. Thus an undue burden 
on the Office is seen for the search of all inventions herein, as discussed in the 
Requirement for Restriction above. 

Because these inventions are distinct for the reasons given above and the 
search required for Group V is not required for Group VI, restriction for examination 
purposes as indicated is proper. 



The examiner has required restriction between product and process claims. 
Where applicant elects claims directed to the product, and the product claims are 
subsequently found allowable, withdrawn process claims that depend from or otherwise 
require all the limitations of the allowable product claim will be considered for rejoinder. 
All claims directed a nonelected process invention must require all the limitations of an 
allowable product claim for that process invention to be rejoined. 
In the event of rejoinder, the requirement for restriction between the product claims and 
the rejoined process claims will be withdrawn, and the rejoined process claims will be 
fully examined for patentability in accordance with 37 CFR 1 .104. Thus, to be allowable, 
the rejoined claims must meet all criteria for patentability including the requirements of 
35U.S.C. 101, 102, 103 and 112. Until all claims to the elected product are found 
allowable, an otherwise proper restriction requirement between product claims and 
process claims may be maintained. Withdrawn process claims that are not 
commensurate in scope with an allowable product claim will not be rejoined. See MPEP 
§ 821.04(b). Additionally, in order to retain the right to rejoinder in accordance with the 
above policy, applicant is advised that the process claims should be amended during 
prosecution to require the limitations of the product claims. Failure to do so may result 
in a loss of the right to rejoinder. Further, note that the prohibition against double 
patenting rejections of 35 U.S.C. 121 does not apply where the restriction requirement 
is withdrawn by the examiner before the patent issues. See MPEP § 804.01 . 
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Because the above restriction requirement is complex, a telephone call to 
applicant's agent to request an oral election was not made. (See MPEP 812.01) 
Applicant is advised that the reply to this requirement to be complete must include an 
election of the invention to be examined even though the requirement be traversed (37 
CFR 1.143). 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 . 1 7(i). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric S. Olson whose telephone number is 571-272- 
9051. The examiner can normally be reached on Monday-Friday, 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shaojia Anna Jiang can be reached on (571)272-0627. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Eric Olson A ^f\f] . / Anna Jiang ^ 

Patent Examiner -Supervisory Patent Examiner 

AU 1623 AU 1623 

3/19/07 



